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Agency Name: | Department of Menta Hedlth, Mental Retardation and Substance
VAC Chapter Number: | 12 VAC 35-102-10 et seg. and 12 VAC 35-105 et seq.

Regulation Title: | Rules and Regulations for the Licensing of Providers of Mentd
Hedlth, Mental Retardation and Substance Abuse Services

Action Title: | Repeal Regulations 12 VAC 35-102-10 et seg. and promulgate
Replacement Regulations 12 VAC 35-105 et seqg.

Date: | June 4, 2001

This information is required pursuant to the Administrative Process Act (8 9-6.14:9.1 et seq. of the Code of Virginia),
Executive Order Twenty-Five (98), Executive Order Fifty-Eight (99), and the Virginia Register Form,Style and
Procedure Manual. Please refer to these sources for more information and other materials required to be submitted
in the regulatory review package.

Please provide a brief summary of the proposed new regulation, proposed amendments to an existing
regulation, or the regulation proposed to be repealed. There is no need to state each provision or
amendment or restate the purpose and intent of the regulation; instead give a summary of the regulatory
action and alert the reader to all substantive matters or changes. If applicable, generally describe the
existing regulation.

These regulations provide standards for licensing of providers by the Department of Menta
Hedlth, Menta Retardation and Substance Abuse Services (Department). The regulations
include specific sandards governing administration, clinical services, support functions and
physica environment of alicensed provider that are designed to protect the hedth, safety and
welfare of individuas receiving services from such providers. The regulations dso identify the
services for which a provider may be licensed and describe the process for obtaining alicense
from the Department. In addition, the regulations outline the procedures to be used by the
Department to monitor providers compliance with the pecific requirements for licenaing,
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describe the bagis for revocation or refusing to issue alicense, and the circumstances under
which aprovisond license or sanctions may be issued.

Basis

Please identify the state and/or federal source of legal authority to promulgate the regulation. The
discussion of this statutory authority should: 1) describe its scope and the extent to which it is mandatory
or discretionary; and 2) include a brief statement relating the content of the statutory authority to the
specific regulation. In addition, where applicable, please describe the extent to which proposed changes
exceed federal minimum requirements. Full citations of legal authority and, if available, web site
addresses for locating the text of the cited authority must be provided. Please state that the Office of the
Attorney General has certified that the agency has the statutory authority to promulgate the proposed
regulation and that it comports with applicable state and/or federal law.

There are saverd Virginia Code sections that authorize the promulgation of these regulations.
Section 37.1-179.1 of the Code of Virginia grants permissive authority to the Mental Hedlth,
Mental Retardation and Substance Abuse Services Board (Board) to promulgate regulations
authorizing the Commissioner to issue licenses to “any suitable provider to establish, maintain

and operate, or to have charge of any service for persons with mentd illness, mentd retardation

or substance addiction or abuse.” In addition, Section 37.1-182 of the Code of Virginiaindicates
that “al services provided or ddivered under any such license shdl be subject to review or
ingpection at any reasonable time by any authorized ingpector or agent of the Department” and
grants the Board permissive authority to promulgate regulations to carry out such ingpections.

There are ds0 saverd sections of the Code that mandate promulgation of regulations that pertain
to the licensing of menta health, menta retardation and substance abuse services and providers.
Section 37.1-182.1 of the Code of Virginiarequires adoption of regulations to “ensure that
providers licensed to offer substance abuse treatment develop policies and procedures which
provide for the timely and appropriate treatment for pregnant substance abusing women.”
Section 37.1-185.1 of the Code of Virginia requires the Board to promulgate regulations for
imposing civil pendties on licensed providers that violate certain legidative mandates regarding
human rights and licensing requirements. Violations of these regulations can result in the
imposition of civil pendties. Section 37.1-188.1 of the Code of Virginiarequires the Board to
promul gate regulations to govern advertisng practices of any license provider to ensure that
advertisements are not false or mideading.

Section 37.1-219 of the Code aso requiresthe Board to “ ... adopt reasonable regulations
prescribing standards for substance abuse treatment programs to ensure proper attention, service
and trestment to persons treated in such programs.” Section 37.1-221 requires the Board to
“...adopt regulations for acceptance of persons into approved substance abuse treatment
programs.”

The Office of the Attorney Generd has certified that the proposed regulations are “...consstent
with gtatutory authority, do not conflict with existing law and gppear to be congtitutiond.”
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Please provide a statement explaining the need for the new or amended regulation. This statement must
include the rationale or justification of the proposed regulatory action and detail the specific reasons it is
essential to protect the health, safety or welfare of citizens. A statement of a general nature is not
acceptable, particular rationales must be explicitly discussed. Please include a discussion of the goals of
the proposal and the problems the proposal is intended to solve.

The Department of Mental Hedlth, Mental Retardation and Substance Abuse Servicesis
proposing to replace the current licensing regulations for the following reasons:

To reorganize and clarify the regulations consstent with current practice and terminology;
To include the process for licenang in the text of the regulations, including provisons for
variances and sanctions. Such provisions are not included in current reguletions,

To provide greeter specificity in the providers responsihilities, especidly for qudifications
of employees and supervisors, requirements for assessments and service planning, and
requirements for responding to the medica needs of individuas recaiving services,

To incorporate the recent changes in licenaing laws, including requirements for staff
background checks;

To ensure that provisons for licensing comply with the Board' s regulations for human rights.
Recent changes to the law require compliance with human rights regulations as a prerequisite
for licenang providers, and

To incorporate provisons for licensng additiona services (i.e. case management,
community gero-psychiatric resdential services) congstent with amendments to the law thet
were enacted in 2001.

These changes and updates are necessary to conform the regulations to recent changesin the law;
to ensure the protection of individuas receiving services, to increase the accountability of
providers and to provide greater flexibility in talloring programs and services to mest individua
needs.

With the proposed changes and updates, the regulations will provide the basis for the Department
to issue licenses, as required by 8§ 37.1-183.1, to persons who establish services*®...for the care
or treatment of mentaly ill or mentally retarded persons, or persons addicted to the intemperate
use of narcotic drugs, alcohol or other gimulants...”

Please identify and explain the new substantive provisions, the substantive changes to existing sections,
or both where appropriate. Please note that a more detailed discussion is required under the statement
providing detail of the regulatory action’s changes.

The proposed regulations include new sections that explain the authority and applicability of the
regulations and the licensing process that are not included in the current regulations. Specific
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requirements for sponsored residentia home services, case management services, community
gero-psychiatric resdentid services and intensive community trestment and programs of
assertive community trestment services have aso been included in the proposed regulations.

The regulations require dl resdential and inpatient locations to be in compliance with specific
resdentid physica environment requirements. The current practice of the Office of Licenang is
to apply these regulations through a separate facility license that gpplies only to resdentia
locations with five or more beds. Under the new proposed regulations, the Department will not
issue separate facility licenses but will specify the number of licensed beds on the license
addendum and regularly review compliance of al resdentid locations, regardless of the number
of beds, with the resdentid physical environment requirements.

New definitions have been added including, “ corrective action plan,” “crigs” “individud,”
“medication error,” “neglect,” “provider,” “redriction,” and “seriousinjury.” and many
definitions have been updated and revised. Documentation requirements are added and policies
are required to be implemented.

The regulations have been reorganized, especidly Part [11 “ Services and Supports,” and
provisons have been strengthened.  Supervision requirements have been added to the provider
gaffing plan. The admission process must include a preliminary assessment to determine
digibility for sarvices and to develop apreliminary individudized services plan. The
preliminary individuaized services plan must be developed and implemented within 24 hours of
admission and the complete individudized services plan must be developed and implemented
within 30 days. Hedlth care policy regulations are aso strengthened.

Issues

Please provide a statement identifying the issues associated with the proposed regulatory action. The
term “issues” means: 1) the primary advantages and disadvantages to the public, such as individual
private citizens or businesses, of implementing the new or amended provisions; 2) the primary
advantages and disadvantages to the agency or the Commonwealth; and 3) other pertinent matters of
interest to the regulated community, government officials, and the public. If there are no disadvantages to
the public or the Commonwealth, please include a sentence to that effect.

The new regulations will build on the current regulaions by darifying and reorganizing the
requirements. This should facilitate compliance by reducing ambiguity and providing more
detailed guidance to providers regarding the specific requirements. This darification should dso
improve the agency’ s ability to monitor the provider’ s compliance with the standards.

The revisons should aso provide greater protection for individuas receiving services and their
familiesin response to individua needs. The agency has generdly found thet individuas

recelving servicesin licensed programs have more complex disabilities and needs than those that
have been served in the past. The proposed amendments are needed to effectively safeguard this
population. The new regulations strengthen the requirementsin areas such as physicd
environment, staff supervison, and individuaized service planning.
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There are no disadvantages to the public or the Commonwedlth associated with the promulgation
of the proposed regulations.

Fiscal Impact

Please identify the anticipated fiscal impacts and at a minimum include: (a) the projected cost to the state
to implement and enforce the proposed regulation, including (i) fund source / fund detail, (ii) budget
activity with a cross-reference to program and subprogram, and (iii) a delineation of one-time versus on-
going expenditures; (b) the projected cost of the regulation on localities; (c) a description of the
individuals, businesses or other entities that are likely to be affected by the regulation; (d) the agency’s
best estimate of the number of such entities that will be affected; and e) the projected cost of the
regulation for affected individuals, businesses, or other entities.

There are no projected new or additional cogts for the agency to implement the revised
regulations beyond the ongoing expenditures for the Office of Licensng. The current workload
should not be sgnificantly affected by the addition of new licensed categories of services under
the proposed regulations, specificaly community gero-psychiatric residential services and case
management services. The Department anticipates few, if any, providers will seek licensesto
provide community gero-psychiatric resdentia in the near future because this type of service has
not been fully developed in the professona or provider community and it is not reimbursed by
Medicaid (or other third party payers).

It is projected that al 40 Community Service Boards/Behaviora Heslth Authorities will need to
be licensed as case management providers within the sx months following the effective date of
these regulations. The Office of Licensing expects that many of these licenses can be issued as
part of the current planned workload of the Office of Licensng. Sufficient datais not available
to project the number of potentia private case management service providers. Initidly, the
Office of Licenang projects that existing staff will be able to absorb the additiond licenang
workload.

The regulations could potentidly have afinancid impact on some providers who will be required
to comply with new physical environment requirements for service locations and requirements
for gaff qudifications under these regulations. However, any impact should be minimal because
it is expected that the affected providers dready meet most of the new standards that are
incorporated into the proposed regulations.

The budget of the Office of Licensng isapart of the Adminigiration and Support activity of the
DMHMRSAS. Thetota allocated to the office for the current fiscal year is $1,118,806.

These regulations will affect approximately 350 licensed providers offering more than 1,000
licensed services a more than 2,000 locations around the Commonwedl th.

Detail of Changes

Please detail any changes, other than strictly editorial changes, that are being proposed. Please detail
new substantive provisions, all substantive changes to existing sections, or both where appropriate. This
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statement should provide a section-by-section description - or cross-walk - of changes implemented by
the proposed regulatory action. Where applicable, include citations to the specific sections of an existing
regulation being amended and explain the consequences of the proposed changes.

The following discussion details changes to the exigting licensing regulations (12 VAC 35-102-
10 et seq.) that have been incorporated into the proposed replacement regulations.

The “Introduction” (Part 1) of the proposed regulations includes generd provisonsin Articlell
(“Authority and Applicability”) and Article 3 (“Licensing Process’) that are not addressed in the
exiging regulaions. Artide 2 (“Definitions’) provides definitions of various services and other
key words used in the regulation. New services and terms such as, “corrective action plan,”
“crigs” “individud,” “medication error,” “neglect,” “provider,” “redtriction,” and “ serious
injury,” have been defined in the proposed regulations that are not included in the current
regulations and many definitions have been updated and revised. Definitions have aso been
revised to be congstent with other agency regulations (e.g. Human Rights Regulations).

Parts11-1V of the regulations are requirements that apply to al service providers. Any
exemptions or specific gpplicability are detailed in these sections of the regulations.

Part 1l istitled “ Adminidrative Services” The subgtantive changes from the current regulaions
indude:

Requirements for compliance with 8 37.1-197.1 of the Code of Virginiaregarding
prescreening and predischarge planning;

Required timeframes for submitting corrective action plans,

Requirements for annua operating satements and balance shests;

More specific requirements for generd physica environment, including room
temperatures, hot water temperatures, floor surfaces, and lighting;

A 20 bed limit for new community intermediate care facilities for individuas with menta
retardation (ICF/MR). Existing community |CF/MRswould be grandfathered;

A requirement for providers of servicesto giveindividuas a partid bath, clean clothing,
and linens each time their dothing or bed linen is soiled,;

Provisons to comply with Code requirements for providersto submit crimind
background checks and search the registry of founded complaints of child abuse and
neglect maintained by the Department of Socid Services,

Clarification that program directors must have experience in working with the population
served and in providing the services outlined in the service description;

Clarification that the knowledge, kills, and abilities, professond qudifications, and
experience required for each job description be appropriate to the duties and
responsihilities required of the pogtion;

A requirement that orientation of new employees must be completed within 14 calendar
days,

Retraining requirements;

Prohibition on a provider’ s reliance on students and volunteers for the provision of direct
care services,
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Requirements to develop a prevention/management program for populations identified at
risk for fdls, and
More detailed requirements for an emergency preparedness and response plan.

Part I11 of the proposed regulationsis titled “ Services and Supports.” The* Service Description”
and “ Staffing” sections were relocated from the “ Adminigrative Services’ section from the
current regulations. “Medicd Management,” “Medication Management” and “Behavior
Management” sections were moved from the * Specidized Services’ in the current regulations.
Thisrelocation isintended to indicate that medical management, medication management, and
behavior management are considered basic services. Substantive new provisonsinclude:

A requirement that providers document that each service offers a structured program of
care desgned to meet the individuas physica and emotiond needs;

A requirement for the physical separation of children and adultsin residentia and
inpatient services and separate group programming for adults and children;

A requirement that supervisors for mental hedth or mental retardation servicesbe a
“Qudified Mentd Hedth Professond” or “Qudified Mentd Retardation Professond,”
as defined in the regulations, or an individua with equivalent experience;

A requirement that providers employ or contract with persons with appropriate training as
necessary to serve the needs of individuals with medical or nursing needs, speech or
hearing problems, or other needs where speciadized training is necessary;

Requirements for preliminary assessments to determine whether the individud qualifies
for admisson;

A requirement that providers develop and implement a priminary individudized
services plan within 24 hours of admission and a complete individuaized services plan
within 30 days. The planisto be reviewed and revised quarterly and rewritten annudly;
A requirement that individudized services plans address any medicd care needs
appropriate to the scope and level of service ether by providing medicd care, arranging
for medica care or referring for medica care; and

A requirement that resdentia service providers either administer or obtain results of
physicad exams within 30 days of admisson.

A new Part IV has been created that pertains exclusvely to “Records Management.” This part
conssts of provisons compiled from other parts of the current regulations, athough there are no
Subgtantive changesin Part V.

Part V istitled “ Additional Requirements for Sdected Services” Part V in the proposed
regulations replaces the section titled * Specidized Services’ in the existing regulations and has
been renamed to more accurately reflect the content.  Providers of these “ selected services’
must comply with the requirements for al providersin Parts11-1V of the proposed regulations as
well asthe additiond requirementsin Part V. Thefirg three articles“ Opioid Treatment
Services,” “ Sobering up and Detoxification Services,” and “ Services in Correctiond Facilities”
are revised from the current regulations. In particular, “Opioid Treatment Services’ was revised
to be cons stent with new federa regulations.
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Part V dso includes additiond new requirements for licensing for sponsored resdentid home
services, case management services, community gero-psychiatric resdential services, and
intensve community trestment and program of assertive community treatment services.

There are currently no specific provisons for licensang sponsored residentia home services
under the current regulations. Licenses are currently issued for sponsored residential home
services under existing regulatory provisions for sponsored placement services. The proposed
regulations include specific provisons for licensng sponsored residentid home serviceswhich
will result in greater accountability from providers of sponsored placement services with regard
to physical environment, selection and training of the sponsors and the provison of services.
The provider is dso respongble for providing basic information on the sponsored residentia
homes to the Department and maintaining written agreements with the sponsors. The maximum
number of beds for individuas receiving services in a oonsored residential homeis two.

An amendment to the Code of Virginia that was enacted during 2001, authorizes the Department
to license case management services and community gero-psychiatric residentia services. The
proposed regulations outline requirements for licensing case management services and the
qudifications for case managers. New provisons have aso been included for licensing
community gero-psychiatric resdentia servicesin this section.

The exiging regulaions do not include specific provisons for licenang intensve community
treatment and programs of assertive community trestment services. Such services are now
licensed under existing generd criteria The new regulaionsinclude criteriafor admisson,
treatment team and Staffing plan, contacts, daily operation and progress notes, assessments and
services which are intended to address the prescriptive nature of this intensive service model.

Alternatives

Please describe the specific alternatives to the proposal considered and the rationale used by the agency
to select the least burdensome or intrusive alternative that meets the essential purpose of the action.

Severd Alternatives have been considered in devel oping these regulations.

Alternative 1 — No regulations. Repeding the licensing regulations without replacing them

would diminate an important tool for protecting the hedth and safety of individuas receiving
sarvices. The Department has opted to use the authority granted by section 37.1-179.1, et seq. of
the Code of Virginiato license such providers.

Alterndtive 2 — No change to the Licenang Regulations. The current regulations were effective
January 13, 1995 and are now outdated. The Department, providers and advocates have
identified a number of changes that will improve the process of licenaing of providers and
increase the protection of individuas recelving services. Individuas receiving servicesin
licensed programs generdly have more complex disabilities and needs than those served when
the regulations were developed. Revised regulations are needed to effectively safeguard this
population. In addition, statutory changes in 2001 require changes in the regulations.
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Alternative 3 — Amend the regulaions. The number of additions and changes as well asthe
recommended reorganization makesit difficult to revise the current regulations.

Alternative 4 — Reped the current licensing regulations and promulgate new regulations. The
number of additions and changes as well as the recommended reorganization makesit desrable
to replace the current licensing regulations with new licenang regulations rather than amend the
current regulations.

Public Comment

Please summarize all public comment received during the NOIRA comment period and provide the
agency response.

The Department contacted more than 400 interested persons and organizations, including dl
licensed providers, regarding the publication of the Notice of Intended Regulatory Action
(NOIRA) in the Virginia Regigter on February 12, 2001, which requested public comment for 30
days following publication. Two responses were received. The Department also worked with an
internal work group of disability and program speciaists within the Department and with an
externd work group of public and private providers, advocacy organizations, related State
agencies and interested persons to seek technical assistance in the preparation of the proposed
regulations. An exposure draft was distributed to the external work group and the Department
held two meetings of the externa work group to review the exposure draft. Many of the
comments are incorporated in the proposed regulation.

The following isasummary of the specific public comments that were received in response to
the NOIRA and the agency response.

1. TheVirginiaAlliance of Methadone Advocates. This organization requested that the
Department () not add any unnecessary redtrictive rules to the new federa regulations covering
opioid treetment services, (b) change terminology from client to patient; (c) change terminology
from opioid replacement treatment to opioid agonist treatment; (d) accept and encourage clinics
to dlow 14 and 30 day take home medication for stable patients; (€) alow for the dispensing of
dry take home medication to stable patients; (f) dlow for and actively pursue “ ... Office Based
Methadone Treatment for stable patients usng the Hub Modedl...” (atheoretica model for
patient trestment); and (g) include patientsin the accreditation process that will be required by
the new regulation.

Agency Response:

The Department did not add any rules beyond the recently revised federd requirements. These
regulations are consstent with the human rights regulations adopted by the Board, which uses
the term “individua receiving services’ to mean any persons recalving care or treatment or other
services from a provider licensed under these regulations. Therefore, the Department has not
changed the terminology, as suggested. The regulations use the term opioid trestment services
because the recently revised federd regulations use Smilar terminology. The proposed
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definition makesiit clear that this service involves opioid agonist trestment medication. The
regulations are slent about the length of time medication can be dispensed for take homes and
the digpensing of dry take home medication to sable patients. Federa regulations governing this
aspect of treatment are considered to be adequate. The proposed regulations would not prevent
providers from offering services according to the “hub modd.” The state has no rolein the
accreditation process. The accreditation processis part of federal regulations.

2. Parents and Associates of the Ingtitutionalized Retarded (PAIR): This organization re-
submitted the same written comments that it had previoudly submitted as part of the periodic
review process. Many of the comments concerned the role of the legal guardian/authorized
representative in recaiving natification, participating in service planning and providing consent

to treetment for an individua receiving sarvicesin licensed service programs. This respondent
was concerned that some of the definitions and terms used in the existing regulations for
licensing did not correspond to the definitions that are part of the regulations for human rights,
which are currently in the final stages of promulgation. PAIR aso recommended: (8) requiring
immediate corrective action when aviolation poses a danger to dients; (b) specifying acceptable
room temperatures of 68 to 85 degrees; (c) prohibitions on the reliance on students or volunteers
for the provison of direct services and (d) requiring adequate staffing and planning for
emergencies.

Agency Response: The Department has incorporated many of PAIR’ s suggestions into the
proposed regulations. The definitions and generd requirements concerning the legdly authorized
representative were devel oped specificaly to correspond to the regulations for human rights and
gpplicable Virginia Code requirements. The proposed regulations require immediate corrective
action when aviolaion poses a danger to individuas receiving services and a temperature range
of 65 to 80 degrees. The Department agrees that providers should not rely on students or
volunteers for the provision of direct services and hasincluded provisionsto address thisissuein
the proposed regulations. The Department revised and expanded the requirements for the
emergency preparedness and response plan in the proposed regulations.

The Department is likely to receive comments in many of the subject areas addressed by PAIR
during the public comment period on the proposed regulations. These issues will be
reconsdered, if necessary, in light of any additional comments recelved on the proposed
regulations.

Clarity of the Regulation

Please provide a statement indicating that the agency, through examination of the regulation and relevant
public comments, has determined that the regulation is clearly written and easily understandable by the
individuals and entities affected.

The Department of Menta Hedlth, Mental Retardation and Substance Abuse Services has
reviewed the regulations, held workgroups with providers, licensing specidigts, advocates, and
consumer and family representatives, and incorporated comments from earlier drafts to ensure
that the regulation is clearly written and easily understandable.  In addition, the Department has

10
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brought in expert consultants to assist in the development of specific components and to review
the proposed regulations.

Please supply a schedule setting forth when the agency will initiate a review and re-evaluation to
determine if the regulation should be continued, amended, or terminated. The specific and measurable
regulatory goals should be outlined with this schedule. The review shall take place no later than three
years after the proposed regulation is expected to be effective.

The Department of Mentd Hedlth, Mentd Retardation and Substance Abuse Services will
review and evauate the need for amendments or revison to this regulation no later than three
years following the effective date of the new regulations and every three years theregfter.

Family Impact Statement

Please provide an analysis of the proposed regulatory action that assesses the potential impact on the
institution of the family and family stability including the extent to which the regulatory action will: 1)
strengthen or erode the authority and rights of parents in the education, nurturing, and supervision of their
children; 2) encourage or discourage economic self-sufficiency, self-pride, and the assumption of
responsibility for oneself, one’s spouse, and one’s children and/or elderly parents; 3) strengthen or erode
the marital commitment; and 4) increase or decrease disposable family income.

This regulation describes the minimum standards that providers of menta health, mental
retardation and substance abuse services must meet in ddlivering services. The minimum
standards are designed to protect the health, safety and welfare of individuas receiving services.
Such assurance provides peace of mind to many families who have entrusted the care and well-
being of their children, parents, brothers, sisters, or other relatives to a service provider.

The regulation does not erode the authority and rights of parents in the education, nurturing and
supervison of ther children. The regulations require providers to comply with the human rights
regulations in regards to participation in individua decison making by theindividud or legdly
authorized representative. The human rights regulations require providers to obtain the consent
of at least one parent of aminor before treatment, including medical trestment, begins. It
outlines the provisonsfor an individua’ s next of kin to be designated as alegdly authorized
representative when an individua lacks the capacity to give consent for any trestment. The
licenang regulations dso require providers to involve family membersin developing or revisng
the individualized services plan congstent with laws protecting confidentidity, privacy, the
human rights of individuas receiving services and the rights of minors.

This regulation does not discourage the economic self-sufficiency, sef-pride and the assumption
of respongbility for onesdf, one' s spouse, and one's children and/or elderly parents. Providers
are required to develop and implement individuadized services plan that address the relevant
psychologica, behaviora, medica, rehabilitation and nursing needs as indicated by a complete
assessment and that address the individua’ s needs and preferences.

11
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This regulation has no effect on the marital commitment or on family income,
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